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DETAILED ACTION 

Election/Restrictions 
1 . Restriction to one of the following inventions is required under 35 U.S.C. 121 : 

I. Claims 1-9 are drawn to a composition comprising a therapeutic agent, 
90-yttrium phosphate, a therapeutic agent carrier, fibrin, and a stimulus 
sensitive gelling polymer, and one of a thermogelling, biodegradable 
polymer of a PEG-polyester block or biocompatible polymer block- 
biodegradable polypeptide block, classified in class 424, subclass 1 .69. 

II. Claims 10-18 are drawn to a composition comprising a therapeutic agent, 
90-yttrium phosphate and a therapeutic agent carrier, a thermogelling, 
biodegradable polymer of a PEG-polyester block, classified in class 424, 
subclass 1 .29. 

III. Claims 19-25 are drawn to a composition comprising a therapeutic agent, 
90-yttrium phosphate and a therapeutic agent carrier of a thermogelling, 
biodegradable polymer, such as a biocompatible polymer block- 
biodegradable polypeptide block, classified in class 424, subclass 1 .29. 

IV. Claims 26-34 are drawn to a method of making a therapeutic agent carrier 
comprising a stimulus-sensitive gelling polymer, fibrin or a combination 
and a therapeutic agent, 90-yttrium phosphate, classified in class 424, 
subclass 1.69 or 1.29. 

V. Claim 35 is drawn to a method of treating cancer in a subject with a 
therapeutic agent carrier comprising therapeutic agent carrier comprising 
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a stimulus-sensitive gelling polymer, fibrin or a combination and a 
therapeutic agent, 90-yttrium phosphate, classified in class 424, subclass 
9.322. 

The inventions are distinct, each from the other because of the following reasons: 
2. Inventions I, II and III are unrelated. Inventions are unrelated if it can be shown 
that they are not disclosed as capable of use together and they have different designs, 
modes of operation, and effects (MPEP § 802.01 and § 806.06). In the instant case, the 
different inventions are drawn to compositions comprising a therapeutic agent, 90- 
yttrium phosphate and a therapeutic agent carrier, such as fibrin (group I), polymer of a 
PEG-polyester block (group II) or a polymer, such as a biocompatible polymer block- 
biodegradable polypeptide block (group III). The different compositions/inventions 
contain chemically and structurally different therapeutic agent carriers which would 
ultimately have different functional properties/characteristics. These stimulus sensitive 
gelling polymers are physically different, such as in the bonding and colloid forming 
characteristics and therefore they would react differently when subjected to external 
stimuli, such as pH, temperature, solvent composition, etc. The composition/invention 
of group I also includes fibrin as the therapeutic agent carrier and one of a 
thermogelling, biodegradable polymer of a PEG-polyester block or biocompatible 
polymer block-biodegradable polypeptide block, whereas the compositions/inventions of 
group II and III do not contain the fibrin therapeutic agent carrier but rely only on the 
thermogelling, biodegradable polymer to act as therapeutic agent carrier. The 
difference in the ratios of polymer to fibrin, which is a protein that polymerizes to form a 
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mesh, changes the functional characteristics of the resulting colloidal composition of 
group I, whereas the compositions only containing one of a thermogelling, 
biodegradable polymer of a PEG-polyester block or biocompatible polymer block- 
biodegradable polypeptide block will have more of a consistent colloidal dispersion. 
Because these inventions are independent or distinct for the reasons given above and 
there would be a serious burden on the examiner if restriction is not required because 
the inventions require a different field of search (see MPEP § 808.02), restriction for 
examination purposes as indicated is proper. 

3. Inventions IV and l/ll/lll are related as process of making and product made. The 
inventions are distinct if either or both of the following can be shown: (1 ) that the 
process as claimed can be used to make another and materially different product or (2) 
that the product as claimed can be made by another and materially different process 
(MPEP § 806.05(f)). In the instant case method of making a therapeutic agent carrier 
does not define the stimulus sensitive gelling polymer of the invention and therefore 
would require different reaction steps to make the products of the different inventions of 
groups I, II and III and also because the stimulus sensitive gelling polymer is not defined 
the preparation of the therapeutic carriers of groups I, II and III could be imagined via 
multiple reaction schemes. Since groups II and III do not contain the fibrin therapeutic 
agent carrier they would require different reaction schemes to make the materially 
different products. Because these inventions are independent or distinct for the reasons 
given above and there would be a serious burden on the examiner if restriction is not 
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required because the inventions require a different field of search (see MPEP § 808.02), 
restriction for examination purposes as indicated is proper. 

4. Inventions l/ll/lll and V are related as product and process of use. The 
inventions can be shown to be distinct if either or both of the following can be shown: (1 j 
the process for using the product as claimed can be practiced with another materially 
different product or (2) the product as claimed can be used in a materially different 
process of using that product. See MPEP § 806.05(h). In the instant case the method 
of treating cancer in a subject can be accomplished with materially different products, 
which are described above (groups I, II and III). Because these inventions are 
independent or distinct for the reasons given above and there would be a serious 
burden on the examiner if restriction is not required because the inventions require a 
different field of search (see MPEP § 808.02), restriction for examination purposes as 
indicated is proper. 

5. Inventions IV and V are unrelated. Inventions are unrelated if it can be shown 
that they are not disclosed as capable of use together and they have different designs, 
modes of operation, and effects (MPEP § 802.01 and § 806.06). In the instant case, the 
different inventions are the method of making a therapeutic agent carrier and the 
method of treating cancer in a subject. Since the method of making a therapeutic agent 
carrier can generate different products, depending on the stimulus sensitive gelling 
polymer or use of fibrin, the method of treating cancer in a subject does not necessarily 
utilize the product from such as method. Therefore the inventions are not necessarily 
usable together. Because these inventions are independent or distinct for the reasons 
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given above and there would be a serious burden on the examiner if restriction is not 
required because the inventions require a different field of search (see MPEP § 808.02), 
restriction for examination purposes as indicated is proper. 

Applicant is advised that the reply to this requirement to be complete must 
include (i) an election of an invention to be examined even though the requirement be 
traversed (37 CFR 1.143) and (ii) identification of the claims encompassing the elected 
invention. 

The election of an invention may be made with or without traverse. To reserve a 
right to petition, the election must be made with traverse. If the reply does not distinctly 
and specifically point out supposed errors in the restriction requirement, the election 
shall be treated as an election without traverse. 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1 .48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1.48(b) and by the fee required under 37 CFR 1.1 7(i). 
Due to the complex nature of the instant restriction requirement, a written restriction 
requirement was necessitated. See MPEP § 812.01 . 

6. Claims 1 -35 are generic to the following disclosed patentably distinct species: 
thermogelling, biodegradable polymer: 
a.) a PEG-polyester block 
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b.) a biocompatible polymer block-biodegradable polypeptide block 

7. The species are independent or distinct because the different species contain 
chemically and structurally different therapeutic agent carriers (copolymer blocks) which 
would ultimately have different functional hydrogel properties/characteristics. These 
stimulus sensitive gelling polymers are physically different, such as in the bonding and 
colloid forming characteristics and therefore they would react differently when subjected 
to external stimuli, such as pH, temperature, solvent composition, etc. 

8. Applicant is required under 35 U.S.C. 121 to elect a single disclosed 
species, even though this requirement is traversed. Applicant is advised that a reply to 
this requirement must include an identification of the species that is elected consonant 
with this requirement, and a listing of all claims readable thereon, including any claims 
subsequently added. An argument that a claim is allowable or that all claims are 
generic is considered nonresponsive unless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which depend from or otherwise require all the limitations 
of an allowable generic claim as provided by 37 CFR 1 .141 . If claims are added after 
the election, applicant must indicate which are readable upon the elected species. 
MPEP § 809.02(a). 

Applicant is advised that the reply to this requirement to be complete must 
include (i) an election of a species or invention to be examined even though the 
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requirement be traversed (37 CFR 1.143) and (ii) identification of the claims 
encompassing the elected invention. 

The election of an invention or species may be made with or without traverse. To 
reserve a right to petition, the election must be made with traverse. If the reply does not 
distinctly and specifically point out supposed errors in the restriction requirement, the 
election shall be treated as an election without traverse. 

Should applicant traverse on the ground that the inventions or species are not 
patentably distinct, applicant should submit evidence or identify such evidence now of 
record showing the inventions or species to be obvious variants or clearly admit on the 
record that this is the case. In either instance, if the examiner finds one of the inventions 
unpatentable over the prior art, the evidence or admission may be used in a rejection 
under 35 U.S.C. 103(a) of the other invention. 

9. Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1 .48(b) and by the fee required under 37 CFR 1 .17(i). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Melissa Perreira whose telephone number is 571-272- 
1354. The examiner can normally be reached on 9am-5pm M-F. 



Application/Control Number: 10/784,147 



Page 9 



Art Unit: 1618 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Hartley can be reached on 571-272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

MP 

January 18, 2007 




